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Attorney Docket No.: P-2769 US9 
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Applicants: STEINER, Mitchell S. et al. Examiner: Fubara, Blessing M 

Serial No.: 1 0/747,686 ^Sfc P 1615 

Fi led : December 30, 2003 

Title: A METHOD FOR CHEMOPREVBNTION OK PROSTATE CANCER 

Mail Stop Amendment 
Commissioner for Patents 
P. O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

INFORMATION DISCLOSURE STATEMENT 

Pursuant to 37 C.F.R. §§1.56, 1 .07 and 1.98, this Information Disclosure Statement includes 
Form PTO-1449: 

1. 13 listing documents including patents, publications and other information for consideration by 
the Examiner, however, since the subject application was filed after June 30, 2003, copies of 
United States patents, and/or United States patent applications, and/or United States patent 
application publications are not included in this information disclosure statement; and/or 

2. [X] listing documents including patents, publications and other information that have been 

previously cited or submitted to the Patent Office in prior application U.S. Serial No. 
10/61 1,05 6. filed July 2. 2003 which is properly identified and relied on for an earlier 
effective filing date under 35 U.S.C. 120 for consideration by the Examiner; however, in 
accordance with 37 C.KR. 1.98(d), copies of such documents are not included in this 
information disclosure statement; and/or 

3. □ listing documents including patents, publications, and other information for consideration by 

the Examiner, copies of which are included with this inrSMS^S^^^SSeWSSSB^^ 4 ^»?tf i 6Wr 

4. □ listing other information for the Examiner's consideration^ which iflwSs Dfeited in a 

communication from a foreign patent office in a counterpart foreign application, a copy of 
which is included wilh this information disclosure statement/^ggfff KBLAffiO 83383312 18747686 

hi yuv^tt i8a.ee w 
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APPLICANTS: 
SERIAL NO.: 
FILED: 
Page 2 



STE1NER, Mitchell S. ct al. 

10/747,686 

December 30, 2003 



The information herein cited is only in fulfillment of Applicant(s) duty of candor in disclosing 
all information brought to AppHcant(s) attention. This submission docs not represent that a search 
has been made or that no better art exists and docs not constitute an admission that each or all of the 
listed documents are material or constitute "prior art". If it should be determined that any of the 
listed documents do not constitute "prior art" under United States law, Applicants) reserve the right 
to present to the office the relevant tacts and law regarding the appropriate status ofsuch documents. 

Applicant(s) further reserve(s) the right to uike appropriate action to establish the patentability 
of the disclosed invention over the listed documents, should one or more of the documents be applied 
against the claims of the present application. 

In accordance with MPEP Sections 609 and 707.05(b), it is requested that each and every 
document cited (including any cited in applicant's specification which is not repeated on the attached 
Form FTCM449) be given thorough consideration and that it be cited of record in the prosecution 
history of the present application by initialing on Form FTO-1449. Such initialing is requested even 
if the Examiner does not consider it to be prior art for any reason, or even if the Examiner does not 
believe that the guidelines for citation have been fully complied with. This is requested so that each 
document becomes listed on the face of the patent issuing on the present application and is evidence 
that the Examiner has considered the document. 

This Information Disclosure Statement is being filed: 

T) □ Within three (3) months of filing the subject Application or entry of the subject 
Application into the national stage or before mailing of the first Office Action on the merits of 
the subject Application or a request for continued examination thereof whichever event 
occurs last pursuant to of 37 C.K.R §1 .97 (b); or 

II) |3 After the period specified in (1) but before the mailing date of either a final 
Official Action under 37 C.F.R §1,113 or a notice of allowance under 37 C.F.R §1.311 
whichever occurs first and; 



I . □ the undersigned hereby states that each item of information listed on 
the Komi PTO-1449 was cither (i) cited in a communication from a foreign patent 
office in a counterpart foreign application not more than three (3) months prior to the 
filing of this Information Disclosure Statement or (ii) not cited in a communication 
from a foreign patent office in a counterpart foreign application, and, to the knowledge 
of the undersigned after making reasonable inquiry, not known to any individual 
designated in §1. 56(c) more than three (3) months prior to the tiling of this 
information disclosure statement; or 
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APPLICANTS: 
SI-KIALNO.: 
H I. HO: 
Page 3 



STEIN ER* MitchcllS. ct al. 

10/747,686 

December 30, 2003 



RfcGtiVtL) 
CENTflKCBO('eEMTER 

AUG 0 2 2007 



2. ^ the undersigned hereby authorizes the Patent Office lo charge the fee Jn 
the amount of $180.00 under 37 C.F.R §1.17 (p) to Deposit Account 50-3355. 



Ill) □ After the period in (I) and (11) but before the payment of the issue fee and, 

1 . The undersigned hereby states: 

a) □ that each item of information cited on the form PTO-1449 was 
cited in a communication from a foreign Patent Office in a counterpart 
foreign application not more than three (3) months prior lo the filing of this 
Information Disclosure Statement; or 

b) □ that no items of information contained in Form PTO-1449 was 
cited in a communication from a foreign patent office in a counterpart foreign 
application, and to the knowledge of the undersigned after making reasonable 
inquiry, no ilem of information contained in this Information Disclosure 
Statement was known to any individual designated in 37 C.F.R. § 1.56(c) more 
than three months prior to the filing of this Information Disclosure Statement; 
and 

2. □ The undersigned hereby authorizes the Patent Office to charge the 
Petition fee in the Amount of $180.00 under 37 C.F.R §1.17 (p) to Deposit Account 
50-3355. 



Except for issue fees payable under 37 O.K. §1. 
by this paper to charge any additional fees during the c 
fees due under 37 C.F.R. §§1.16 and 1.17 which may 
of time fees, or credit any overpayment to D^poslj Accjc 



8, the Commissioner is hereby authorized 
ire pendency of this application including 
required, including any required extension 
ii No. 50-3355. 



Dated: August 1 , 2007 

PEARL COI I FN ZEDEK LATZER LLP 
1 500 Broadway, 12th Floor 
New York, NY 10036 
Phone: (646) 878-0800 
Fax: (646) 878-0801 



RefcRectfuIly Submitted, 

Mark S» Cohen 
Attorney for Applicants 
Registration No. 42,425 
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Substitute for form 1449A/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many shears as nocassary) 


Complete if Known 


Application Number 


10/747,688 


Filing Date 


December 30, 2003 


First Named Inventor 


STEINER, Mitchell 8. 


Group Art Unit 


1615 


Examiner Name 


Not yet known 


Sheet 1 1 | of | 9 


Attorney Docket Number 


P-2769-US9 



U.S. PATENT DOCUMENTS 


Examiner 
Initials* 


Cite, 
No. 


U.S. Patent Document 


Name of Patentee or Applicant 
of Cited Document 


Date of Publication of 
Cited Document 

MM-ULrY TY T 


Pages, Columns, Lines, 

Where Relevant 
Passages or Rciovant 
Figures Appear 


Number Kind Code 2 
(tfknown) 




A 


4,990,538 




Harris et al. 


February 5. 91 






6 


5,788,984 




Baral et al. 


August 4. 98 
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5,650,425 




Bieonon et al. 


July 22, 97 






LP 


4,696,949 




Toivola at al. 


oept zv, of 
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5.491.173 




Toivola et al. 


Feb. 13, 1996 






F 


5.571.534 




Jalonen et al. 


Nov. 5, 1996 






G 


5,605,700 




DeGregorio et aL 


Feb. 25. 1997 






H 


5,595,722 




Grainger et al. 


Jan. 21. 1997 






I 

J 


5.599,844 




Grainger et a!. 


Feb. 4. 1997 






5.629.007 




Audia et al. 


May 13, 1997 






K 


5,635,197 




Audia et at. 


June 3, 1997 






L 


5,595,985 




Labrie 


Jan. 21, 1997 






M 


5,441,988 




Thompson, et al 


OB-1 5-1995 






N 


5,852,059 




Thompson, et al 


12-22-1998 






O 


5,827,892 




Loeser, et al 


10-27-1998 






P 


5,821.254 




Sporn, et el 


10-13-1998 






Q 


5.859,045 




Treppendahl, et al 


01-12-1999 






R 


5,935,987 




Treppendahl, et al 


08-10-1999 






S 


2005/0171073 




Steiner, et al 


01-2006 





FOREIGN PATENT DOCUMENTS 










ForelgnPatent Document 


Name of Patentee or 
Applicant of Cited Document 


Date of Publication of 
Cited Document 
MM-DD-YYYY 


page*. Column*, Line*, 
Where Relevant 

Passages or Relevant 
FiGurea Appear 




Examiner 
Initials* 


Cite, 
No. 


a Kt ._ 4 Kind Code 5 
Office Number (if known) 


r 




T 


wo 


98/58634 






December 30, 98 




□ 




U 


EP 


415 623 A2 




Harris et at 


March 6, 1991 




□ 




V 


EP 


616 529 B1 






September 28, 94 




□ 




W 


EPC 


095875 






Dec 7, 1995 




□ 




X 


wo 


95/26720 




Biegon et al 


Oct 12, 1995 




□ 




Y 


wo 


0008001 






Feb 17, 2000 




□ 





Examiner 
Signature 



Date ; 
Considered j 



^EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance end not 
considered, include copy of this form with next communication to applicant 

* Unique citation designation number. 2 See attached rands of U.S. Patent Documents. * Enter Office that issued the document by the two-letter 
code (WIPO Standard ST.3). r For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial 
number of the patent document. * Kind Of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if 
possible. 6 Applicant is to place a check mark here H English language Translation is attached- 
Burden Hour Statement This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs Of the individual case. Any comments on 
the amount of 1™ you are required to complete this form should be sent to the Chief Information Officer, patent and Trademark Office. Washington, DC ZQ231 . 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, DC 20231 . 
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U.S. PATENT DOCUMENTS 


Examiner 
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Cite 
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Number Kind Code* 
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Name of Patentee or Applicant 
of Cited Document 


Date of Publication of 
Cited Document 
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Pages, Columns, Lines, 

Where Relevant 
Passages or Relevant 
Figures Appear 




Z 


4,329,364 




Neri et at. 


May 11. 1982 






AA 


4,474.813 




Neri et al. 


Oct- 2, 1984 






AB 


6,080.877 




Swindell et al 


June, 2000 






AC 


6,265,445 




Steiner et al 


July 24, 2001 






AD 


6,410,043 




Steiner et al 


June 25. 2002 






AE 


6,632,447 




Steiner et al 


Oct 14, 2003 






AF 


6,413,533 




Steiner et al 


July 2, 2002 






AG 


6.413.534 




Steiner et al 


July 2, 2002 






AH 


6,413,535 




Steiner et al 


July 2, 2002 






Al 


4,996,225 




Toivola et al 


Feb 26, 1991 






AJ 


5.811.120 




Gfbson et al 


Sept 22, 1998 






AK 


5,972,383 




Gibson et a! 


Oct 26. 1999 






AL 


4,418,068 




Jones 


Nov 29, 1983 





FOREIGN PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No. v 


Foreign Patent Document 


Mama of Patentee or 
Applicant of Cited Document 


Date of Publication of 
Cited Document 
MM-DD-YYYY 


Pages. Columns, Lines. 

wnere Relevant 
Passages Or Relevant 
Figures Appear 


T 6 


~* 3 . u ^ Kind Code 0 
Office 3 Number 4 (if Known) 




AM 
AN 


WO 
WO 


94/12162 
99/58739 




Warri et al 


June 9. 1994 




□ 
□ 




Steiner et al 


November 11, 1999 






AO 


wo i 


00/47214 




He a ley et al 


August 17, 2000 
March28, 1996 




c 




AP 


wo 


96/09046 




Audia et al 




c 




AQ 


EP 


0 670162 




Gibson et al 


Sept 6, 1995 




c 




AR 
AS 


WO 
WO 


00/19998 




K<jK Synergize 


CM- 13-2000 




D 




97/25038 




NtivoNordisk 


7-17-1997 




□ 




AT 


WO 


99/08682 




Duke University 


02-25-1999 




□ 




AU 


wo 


97^5037 


Novo Nordisk 


7-17-1997 





Examiner 




Date 




Signature 




Considered 





-EXAMINER: initial if reference considered, whether or not citation is in conformance witn MPEP 609. Draw line through citation tr not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

1 Unique citation designation number. 2 See attached Kinds of U.S. Patent Documents. 9 Enter Office that issued the document, by the two-tetter 
code (WtPO Standard ST.3>. 4 For Japanese patent documents, the indication of the year of the reign oP the Emperor must prated* the serial 
number of the patent document. 5 Kind of document by me appropriate symbols as Indicated on the document under WIPO Standard ST. 18 If 
possible. 6 Applicant ia to place a check mark here if English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time wffl vary depending upon the needs of the individual case. Any comments on 
the amount of time you are required to complete this form should be sent to the Chtar Information Omcar, Patent and Trademark Office, Washington. DC 20231. 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS- SEND TO: Assistant Commissioner for Patents, Washington, DC 20231. 
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STATEMENT BY APPLICANT 

(we a* many $/>eet$ necG&zary) 


Complete if Known 


Application Number 


10/747,686 


Filing Date 


December 30, 2003 


First Named Inventor 


5TEINER, Mitchell S. 


Group Art Unit 


1616 


Examiner Name 


Not yet known 


Sheet | 3 | of | 9 


Attorney Docket Number 


P-2769-US9 



NQN PATENT LITERATURE DOCUMENTS j 


Examiner 
Initials* 


Cite 
No. 1 


Include name of the author (In CAPITAL LETTERS), title of the article (where appropriate), tltlo of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(e), volume-Issue number(s), 
publisher, city and/or country where published. 


T 2 




AV 


Green wald H Expanding Horizons in Breast and Prostate Cancer Prevention and Karly 
Detection", in J. Cancer Education, 1993, Vol, o\ No. 2, pafies 91-107. 


U 




AW 


Brawley et a]., "Chemoprevention of Prostate Cancer" in Urology, 1994, Vol. 43, No. 5. 


— I 




AX 


Keiloffct al M " Introductory Remarks: Development of C hem op re vent ive Agents for Prostate 
Cancer" in Journal of Cellular Biochemistry, 1992. Supplement 161 1: 1-X. 


U 




AY 


Lucia etal., "Chemopreventive Activity of Tamoxifen, N-(4-Hydroxyphcnyl)relinumidc, and 
the Vitamin O Analogue Ro24-553 1 for Androgen-prorooicd Carcinomas of the Rat 
Seminal Vesicle and Prostate" in Cancer Research, 1995, vol. 55, pages 5621-5627. 


□ 




AZ 


Poller el al., "A Mechanistic I lypothesis for DNA Adduct Formation By Tamoxilcn 
Following Hepatic Oxidative Metaholism" in Carcinogenesis, 1994, Vol. 15, No. 3, pages 
439-442. 


■pvur— 

u 




BA 


Schneider Martin R- et al. "Nonsteroidal Antiestro&ens and Partial Kstrogcns with Prostatic 
Tumor Inhibiting Activity", Cancer Research Clinical Oncology Springcr-Vcrlag 1986, J 
Pancer Rpc fliii Oncol ( NX^ 1 19* iSfk-KtS n 25^» / >dS 


u 




BB 


Martcl Celine ct al. "Binding Characteristics of Novel Nonsteroidal AntestrogenR to the Rat 
Uterine Estrogen Receplors", Pergamon, J. Steroid Hiochem. Molec. l*io. Vol 64, No. 3-4, . 
pp. 199-205, 1998. 


D 




BC 


Valavaara K'rtva, Ml), PhD "Reliability of Eslrogcn Receptors in Predicting Response To 
Anticstrogcns", Oncology, Volume 1 1 Number 5 Supplement No. 4 p. 14-18. 


d 




BD 


Richard Gams, MD "Phase III Trials of Toremlfcnc vs Tamoxifen" Oncology Volume 1 1, 
Number 5, Supplement 4, May 1997 


□ 




BE 


Christian RohlfL'et ul. "Prostate Cancer Cell Growth Inhibition by Tamoxifen is Associated 
Willi Inhibition of Protein Ltnase C and Induction of p2P 'Itie Prostate 37:5 1-59 (1998) 
©1998 Wiley-Liss, Inc 


U 




BF 


Ncvalaninc ct al. "Hormone Regulation of Human Prostate in Organ Culture" Cancer Kess, 
vol. 53, no. 21, 1993, pages 5199-5207, XO002J 17653, 


□ 




BG 


Gingrich et al., "Androgen-independent Prostate Cancer Progression in Ihc TRAMP Model", 
in Cancer Research 57, November 1, 1997, pages 4687-4691. 






BH 


Gingrich et al., "Pathalogic Progression of Autochthonous Prostate Cancer in the TRAMP 
Model", Prostate Cancer und Prostatic Diseases, 1999, 2, PaAes 70-75. 






Bl 


Gingrich et al., "Metastatic Prostrate Cancer in a Transgenic Mouse", in Cancer Research 56, 
September 15, 1996, pages 4096-4 1 02. 






BJ 


Gcrshanovich el al., " A Phase 111 Comparison of Two Toremifcnc Doses to Tamoxifen in 
Postmenopausal Women with Advanced Mreast Cancer", Breast Cancer Research and 
Treatment 45, 1 997, Pages 25 1-262. 
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* EXAMINER! initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line tfirough Citation If not In conformance and not 
considered. Include copy of this form with next communication to applicant. 

1 Unique citation designation number. a Applicant 19 to place e check mark here if English language Translation is attached. 

Burden Hour Statement "TOte form is estimated to taKe 2.0 hours to complete. Time wil vary depending upon the needs of the rxfivkiual case. Any commerns on 
the amount of time you are required to complete this form should be sent to the Chief Information Officer, Patent end Trader rk Office, Washington, DC 20231 . 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS SEND TO: Assistant Commissioner for Patents, Washington, DC 20231 . 
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